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f^l acceptable additives, i.e.: a liquid for intravenous injection, a liquid for intracavitary or intravesical injection, a liquid for peroral 

O iiyection, a liquid for treating a wound surface, a liquid for intranasal application or in the form of eye drops, an ointment, bolus 

Q for peroral application, a suppository for rectal and intravaginal application and pills. The inventive method can be used for 
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^ * H3o6peTeHHe othochtc^ k MeAHUHHe h Kacaercfl aHTM6aKTepHajibHoro, 
aHTUOKCHAaHTHoro, AeroKCHiiHpyiomero, HMMyHOMo;iyjiHpyK>mero h 
aHTHKaHueporeHHoro npenapara. 

HsoGpereHHe saicjuoHaercfl b tom^ hto npenapar coAepsKHT MejiOBeHecKHH 
jia]CTo4>eppHH B xaMecTBe aicrHBHoro semecTBa h <))apMaueBTiiMecKH npHeMneMue 
AoSaBXH, npeAHasHaHeHHiaii aah mrcrroBSitnM jieKapCTBeHHbix cpe^ncTB, k/hjih 
jieKapcTBeHHue cpeACTBa» coAep^mHe npenaparr h (|)apMaMeBrrHHecKH npHCMJieMbie 
HOCHTenH: pacTBop nm BHyipMBeHHoro BBe^eHm^ pacraop jm BHyrpHnojiocnioro hjih 
BHyrpHnysupHoro BBeAeniui, pacraop am nepopajibHoro BBeAeHiu, pacrsop jim 
o6pa6oTJCH paneBux nOBCpXHOcreii, pacTBop jum HHrpaHaaajibHoro npHMeHeHtu hjih b 
4)opMe rjiasHbix xanejib, Ma3b, dojisocu jm nepopajibnoro npHMeHeHHx, cynnosHropHH 
AM peicrajibHoro hjih HHrpaBarHHaAbHoro npHMeneHHH, TaGjierxH. Cnoco6 
npo4>HAaicrHKH h/hjih jieneHHa 3a6ojieBaHHii c HcnojibsoBaHHeM npenapara, 
coAep^amero jiaicTO4)eppHH HenoaeKa. HsoSpereHKe oSecneHHBaer cosAaHHe 
AociynHoro no ctohmoctk npenapara h AeKapcTBeHHbix cpeACTB Ha ero ochobc. 
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AHTHBAKTEPHAJIBHblH, AHTHOKCHMHTHtlfi, 
HMMyHOMO;^yJIOTyK)I^I^ H AHXmCAHipiPOrEHHblH 
nPEIIAPAT H CnOCOB ErO nPHMEHEHHfl 

OnnCAHHE 

5 OSjiaCTb TeXHHKH 

rpynna HSoSpereHHH othochtch k jieKapCTBenHbiM npenaparaM, coAep^KamHM 
nojinneiiTHAbi, a hmchho Jiaicro^eppHH HejioseKa, h cnoco6aM hx npHMeHeHiia. 

IIpeAniecTByioii^Hii ypoBeHb TexHHKH 

HsBecTHa 4>apMai^eBTHHecKaa KOMnosHUHH pjm jieneHiiH h/hjih npo4)HjiaKtHKH 

10 BocnajmrejibHbix 3a6ojieBaHHH b pOTOBoB nojiocxH, b HacTHOCTH a4m)3Horo CTOMaxirra, 
BbBBaHHoro xpoHHHecKHM BBCAeHHeM npoTHBOonyxojieBbK npenaparoB, BKjnoHaiomaa 
6ejioK, npHHafljie^KamHii k icnaccy TpaHc4)eppHHOB/jiaicro4)eppHHOB h 4)apMaueBTHHecKH 
noAxOAaii^Ha HOCHPrejib (EP 0730868 Al). K npHHHHaM, npeiurrcTByiomHM aocthjkchhk) 
onHcaHHoro nwKe jieneSHoro 9(^4>eKTa npH HcnojibSOBaimH HSBecrHOH 

15 (i)apMaueBTHHecKOH KOMnosHUHH, OTHOCHTCH orpaHMHCHHe no accopTHMemy 
jieKapcTBeHHfaix (j)opM H cnocx)6aM sseAeHiw npenapaxa b opraHHSM. . 

HsBecTCH TaiOKe aHraoKCHAaHTHMH npenapar, BKjnonaiomHH jiaicro^eppHH h 
npeAHasHaneHHWH ajw BHyrpHBeHHoro BBeAenm (KoppeKmw rOMCocraaa y 
OHKOJiorHHecKHX 6ojibHJbix npenaparoM jianpox, "Pocchhckhh oracojiorHHecKHH aqpnaji", 

20 H3fl. "MeflBunHHa", N 2, 1996 r.). K npHHHHaM, npeiwrcTByiomHM AOcncKeHmo 
onHcaHHoro HH»ce jieHe6Horo a^^Jeicra, othochtch orpaHHMCHHe no npHMeraeMWM 
jieKapcTBeHHbiM 4)opMaM. 

HaH6ojiee 6jih3khm npenapaxoM roro »ce HasHaneHiM k sasBjweMOMy H3o6pereHHK) 
no coBOKynHOCTH npHSHaicoB otjihctch npenapar pM jieneHiw MectHbK ocji03iCHeHHH 

25 KOHcepBaTHBHoro npoTHBOonyxojieBoro jieHenHH b opo4)apHHreajibHofi 30He (nareHT PO 
X22099065, ny6ji. 20,12.97^ Bioji. Jfe35), nprawr sa npoxoTHn, HsBecTHMH npenapar 
BbinojiHCH B 4>opMe McenaTHHOBbix SojiiocoB, coAepKamHx jiaicro^eppHH aceHCKoro 
MOJiOKa B KOjiHHecTBe 6 Mr jiaKTO(J)eppHHa na 6ojnoc. K npHHHHaM, npenHTCTByiomHM 
flOCTHHceHHio onHcaHHoro HH>Ke JieHe6Horo 3{j)4)eKTa npn HcnojibsosaHHH HSBecraoro 
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npenapara, npHHOToro sa npOTOTHn, othocotch: 

HacTHbiH cJiynaH HcnojibsyeMOH JieKapcTBCHHOH 4>opMbi; 

orpaHHHeHHH no cnocoSaM hBemdnm npenapara b opraHHSM; 

orpaHHHeHHfl no noKasaioiHM k npHMeHeHHio npenapara. 
S HsBecreH cnoco6 jieneHHH h npo4>HjiaKTHKH viH^tKpyi^ BocnaneHUH h/hjih 
onyxojiefi npH noMomn jiaKTo4)eppMHa h/hjih JiaKro4)eppimHHa, saionoHaiomHHCH b 
nepopanbHOM BBCAeHHH 4>apMaqeBrHHecK0H KOMnosHUHH, 00Aep>KameH 34)45eKrHBHoe 
KOJiHHecTBo jiaKro4)eppHHa h/hjih JiaKTo4)eppHUHHa b ^JopMC rHApojiHsaxa (WO 
98/06425). K npmmm, ^pe^OTCTBy^ou^HM7^ocTH>KeHHK) onHcaHHoro HioKe jieneSHoro 
10 34)4)eKTa npH Hcnojib30BaHHH HSBecTHoro npenapara, orHocOTCH: 

OTcyrcrBHe AaHHbK o KOHKperHOM cocraBe pa3JiHHHbix jieKapcTBennbix (J)opM; 

ycjiOBHH HcnojibsoBaHHH B jieneSHOM npouecce jiaKTO(|)eppHHa KopOBW, b ro BpeMx, 
KaK HSBecTHo^HTO jiaKTO(J)eppHH KopOBbi HBJwcTCH HMMyHoreHHbiM flsisi HejiOBeKa, H ero 
BHyrpHBeHHoe, BHyipHnojiocraoe, nojt^KO^oe, BHyrpHMbimeHHoe npHMeneHHe 
15 HeB03M0HCH0, TaK KaK AaMce B HHSKHX Aosax OHO MOHcer Bbi3Barb ajiJiepranecKHH moK. 

HaH6ojiee Sjihskhm cnoco6oM roro »ce HasHaneHHa k saaBJweMOMy H3o6pereHHK) 
no coBOKynHOCTH npHsnaKOB aBjwercK repanesTHHecKoe npHMeHenne jiaKro4)eppHHa 
ffjm npo4)H/iaKTHKH wm jieqenHH HH4)eKJHHOHHbDc 3a6ojieBaHH^ BbisBannbDC 
rpaMHOJioMCHTejibHbiMH naroreHHWMH .GaicrepHaMH. B cooTBercTBHH c HssecrHbiM 
20 cnoco6oM jiaicro^eppHH npHMCHHioT b 4)opMe ^icHAKoro npenapara, rBepfloro npenapara, 

HMM06nJIH30BaHHMM HJIH aAC0p6Hp0BaHHbIM Ha HHepTOOM HOCHTejie (EP 0753308 A2), 

npHHJTT 3a npoTOTHn. K npHHHHaM, npenarcTByiomuM flocTH»ceHHK> onacaHHoro HK»ce 
jieHe6Horo 34)4>eKTa npH HcnojibsoBaHHH HSBecTHoro npenapara, orHocirrcH 
oipaHHHeHHocTb o6jiacTH npHMeneHHa jieneHweM MH(^eKUH0HHbix 3a6ojieBaHHH, 
25 BbxsBaHHbOC onpeflejieHHbiM bh^om naroreHHbix MHKpoopraHHSMOB 
(rpaMnojio^KHrejibHbix), JioKajibHbiH cnoco6 BOSAeHCTBiw h HeBO3MO>KH0CTb 
Hcnojn»30BaHHH fljw BHyrpHBeHHoro BBeAeHna b opraHHSM. 

PacKpbiTHe HsoSpereHHsi 

SaaBjiHCMaa rpynna H3o6peTeHHH aanpaBJieaa aa peuieHHe eAnnoM safla™ - 
30 cosAaHHH flociynHoro no ctohmocth npenapara n JieKapcTBeHHbix cpeACTB aa ero 
ocHOBe, oGjia^aiomHX aarHeaKrepHaJibawM, aarHOKCHflaHrabiM, AenroKCHimpyiomHM, 
nporHBOBOcnajiHTejibHWM, HMMyaoMOflyjiapyiouiHM a aarHKaaqeporeaHbiM fleacTBHeM, 
npHroflHbix KaK am noKajibaoro npHMeaeaa^, raK a fljw BOSfleacTBaa aa opraaasM b 
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i^ejiOM, a Taic^e KOHKpeimix cnoco6oB npHMeneHKH jieKapcTBeHUbix 4>opM pflsi 
npo4)HuiaicrHKH h/hjih jxeneHHH uejxoro pw saSojieBaHHii h narojiorHHecKHx 
cocnroHHHii. HcnojibsOBaHHe b 4>^pMaueBTHHecK0H h KJiHHHHecKOH npaicrHKe 
saflBjDieMoro npenapara h cnoco6oB ero npHMeneHivi nosBOJiseT AOCTHHb HecKOJibKHx 
5 TexHHHecKHx, jieqe6Hbix h SKOHOMKHecKHX pesyjibTaTOB: 

npenapar 6HocoBMeciTHM c opraHHSMOM nejiOBCKa h TepaneBTHHecKH 

BbICOK034>4>eKTHBeH; 

npenapar coBMecTHM c jiio6biMH ^BpueaxfiBrmecKa npnTOAHUMH HOCHrejiHMH: 
pacTBopHTejiHMH, MaMMH^ Hcejieo6pa3yK>mHMH BemecTBaMH, HanojiHHrejwMn; 
10 npenapax npHroflen jiflsi mrorroBjieaoH jieKapCTBeHHbix qpeACTB, npeAHasHaneKHbix 
fljiH jieneHHa saSojieBaHHH paajiHHHOii jiOKaiHsauim; 

Ha ocHOBe npenapara Moryr 6btTb HsroTOBJieHbi JieKapCTBCHHwe cpeflcxBa jnoSoii 
Tpe5yeM0H KOHueHTpaqHH; 

npenapar y;^o6eH b xpaHeHHH h TpaHcnoprapoBKe; 
15 jieKapcTBCHHwe q)eACTBa, mrdxoBjieHHbie Ha ocnoBe npenapara, Moiyr 6biTb 
BBeAeHbi B opraHHSM npaKXHHecKH jiK)6biM H3 HSBCCTHbix cnoco6oB: nepopajibHO, 
BHyrpHBeHHO, BHyipiinojiocTHO, BHyrpHnyswpHO, b BHAe raasHbix icanejib, Hl^^alw^Hfi, 
Maseii h jsp.; 

HcnojibsoBaHHe b KJiHHHHecKofi npaKTHKe JieKapCTBeHHbix cpeACTB, HsroroBjienHbix 
20 Ha ocHOBe npenapara, noaBOjwer ocymecTBjWTb KaK jioKaiibHoe BosAeficTBHe, raK h Ha 
opraHHSM B i^enoM; 

npenapar Aociynen no uene, ero npHMeneHHe b jieHe6H0H npaicrHKe 
SKOHOMHHecKH onpaBAano. 

yKaaaHHbie eAHHbie rexHHHecKHe, jieneSnbie h 3K0H0MHHecKHe pesyjibrarw npH 

25 ocymecTBJieHHH rpyraiM HSoSperoHHfi no oe-beKiy npenapar AOcraraKyrcH 3a cner roro, 
Hro raK Mce, KaK HSBecxHbiH npenapar ajih jieneHHH MecTHbix ocjio^eHHii 
KOHcepBaTHBHoro npOTHBoonyxojieBoro jieneKHH b opo4)apHHreajibHOH sone, 
saaBjweMbifi npenapar coAep^KHr jiaKTo4)eppHH HejiOBCKa b KanecTBe aKTHBHoro 
BemecrBa h 4)apMaueBTHMecKH npHCMJieMbie AoSasKH. Oco6eHHpcTb saaBjMeMoro 

30 npenapara saKjnoHaercH b rpM, nro oh HMeer cocraB: JiaKTO(|)eppHH nejiOBeKa 10,0% - 
90,0%, 4>apMaueBrHHecKH npHCMJieMbie Ao6aBKH - ocrawbHoe, h npeAHasHanen fljw 
HsroroBjieHHH jieKapcTBeHHbix cpeACTB, coAep3Kau<Hx npenapar h 4)apMaueBTHHecKH 
npHeMJieMbie HOCHrejiH, ajw BHyrpHBCHHoro, hjih BHyrpanoTOCTHoro, hjih 
BHyrpHnysbipHoro, hjih nepopajibHoro BBeAeHHa, hjih ahh HHTpaHasajibHoro 
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npHMeHCKHH, HJIH B 4)0pMe TJIESHblX KanCJIb, Hjm B 4)0pMe MaSH, HJIH B 4)0pMe 60JIK)C0B 

fljw nepopajibHoro npHMeHeioiH, hjih b (|)opMe Ta6jieT0K «jih nepopajibHoro 
npHMeHeHHfl, hjih b 4iopMe cynnosHTOpHeB ajih peKrajibaoro hjih HHTpaBarHHajibHoro 

XIpHMeHeHHfl. 

S npH 3T0M KOHKpeTHbie jieKapcTBeHHbie cpeACTBa HMeior cjiejqyiou^HH cocraB: 

pacTBop jiflH BHyrpHBeHHoro BBejifinm c KOHqempai^feH ocHOBHoro 
fleficTByiomero semecTBa 0,0 1 - 0,025%; 

pacTBop AJia BHyTpHnojiocyraoro hjih BHyrpHnysbipHoro BBCAeHHa c 
KOHi^eHTpauHeH ochobhoix) AeScTByiomero Bemecrsa 0,05 - 0,3%; 
10 pacTBop WW nepopanbHorp BBefleHHH c KOH^eHTpa^HeH ochobhoix) AeHcrayiomero 
BeiAecTBa 0,0 1 - 0,4%; 

pacTBop AJW o6pa6oTKH paneBbix noBepxHocreii c Konqeinpai^HeH ochobhoix) 
AeficTByiomero JBcmecTBa 0, 1 - 0,3%; 

pacTBop MM HHTpaaasajibHoro npHMeHeHHH hjih b $opMe rjiasHbix Kanejib c 
15 KOHuearpai^HeH ocHOBHoro AeiicTByioii^ero BemecTBa 0,075 - 0,3%; 

Masb c KOHi^eHTpai^Hefi oCHOBHoro AeficTByiomero BemecTBa 0,2 - 1,0%; 
6ojuochi fljM nepopajibHoro npHMCHeraw c KOHueHrpaqHefi ochobhoix) 
• AeHCTByiomero Bemecraa 0,2 - 1,0%; 

cynnosHTopHH fljisi peicrajibHoro hjih HHTpasarHHajibHoro npHMeneHHa c 
20 KOimeHTpauHeH ochobhoio fle&crByiomero BemecxBa 0,2 - 1,0%; 

Ta6jiennKH c coAep^KaHHCM ochobhoix) AeHCTByiomero BeiAecTBa 1 - 5%. 
YKaaaHKbie eAHHwe T^oiHHecKHe, jieMe5Hbie h aKOHONfHHecicHe pesyjibTaTw npH 
ocymecTBJieHHH rpyniibi HSoSpereHHii no o&beicry cnoco6 npHMeHCHHa Aocranuorca sa 
CHeT Toro, HTO saaBJweMbiH cnoco6 TaK 3Ke, KaK HSBecrabiH cnoco6 npo4)HjiaKTH!CH hjih 
25 jieneHHH BocnajiHxejibHbix h HH4)eimH0HHbix 3a6ojieBaHHfi, tokchhcckhx coctoothi^ 
ocymecTBjiHKyr npn homoiah 4>apMai3[eBTHHecKOH . K0M^03H^HH, coAepxcamefi 
jiaKTo4)eppHH. OcoScHHOCTb saHBjweMon) cnocoSa saKjuonaeroi b tom, hto am 
npo$HjiaKTHKH H/HflH jieHeHHH 3a6ojieBaHHH HcnojibsyioT npenapaT, coflep^caumft 
jiaKTo4)eppHH HejioBeKa b RanecTBe ochobhoix) fleiiCTByiomero BemecTBa, h/hjih 
30 JieKapCTBCHKbie ^opMbi, mrorroBjiembie na ochobc npenapara, b KanecTBe 
aHrH6aKTepHajibHbix h/hjih aHTHOKCHAaHXHbix, h/hjih npoTHBOBocnajiHTCJibHbix, h/hjih 
AeTOKCHi^Hpyiomax, h/hjih HMMyHOMO^yjiHpyiomHx, h/hjih aHTHKaniieporeHHbix 

CpeffCTB. 

JIflsi ocymecTBjieHHH jieHe6Horo npoitecca JieKapcraeHHwe cpeflCTBa, coflep^camHe 
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npenapar, BBOflar b opraHnsM a cjieflyiomHx KOHi^eHTpauHsx h A03ax: 

AJia IIpO(i)HJiaKTHKH h/hJIH JltHenm TOKCHK030B paSJIHHHOfl STHOJIOnOI, HH4)eKUHH, 

BocnajieHHfi npHMeraioT BHyrpHBCHHoe BBefleHHe pacTBopa c KOHqeinpauHeg ocHOBHoro 
AeScTByiomero BemecTBa 0,01 - 0,025%, b pasoBoS flose 40 - 60 mt, 1 - 2 pasa b flCHb b 
5 TeneHHe 3-10 flnefi; 

AJia npo4)HJiaKTHKH h/hjih JieneHHH hh^cki^ih, BOcnajieHHii b nojiwx opranax 
npHMe,H«OT BHsrrpHnojiocTHoe hjih BHjnpjanysMpHoe BBe^eHHe pacrBopa c 
KOH^eH^pa^HeH ochobhofo fleiicrByiomero BentecTBa 0,05 - 0,3% b KOjiHHecrBe 50 - 100 

MJI, B SaBHCHMOCTH OT Q&beUSi nOJIOCTH, 1-3 pa3a B AQKh B TeHCHHC 5-30 flHeii; 

10 OHHmeHHH paH, rHoifHbK nojiocTeii h ycKOpeHHH rpanyjuimH npHMenmoT 

pacTBop c KOHueHTpauHefi ochobhoix) AeScTByiomero semecTBa 0,1 - 0,3%, 2-3 pasa b 
AeHb npH 3Kcno3Mi^HH 1-4 Haca b TeneHHe 3-15 ahch; 

AJIH npO<|)HJiaKTHKH h/hJIH JlCHeHHH pHHHTOB H KOH'blOHKTHBHTOB paSJIHHHOH 

STHOJiorHH npHMCHHiOT pacTBop c KOH^eHTpa^HeH ocHOBHoro AeKcTByiomero Bemecraa 
15 0,075 - 0,3%, B BHAe Kanejib b hoc 5 - 6 pas b AeHb no 3 - 5 Kanejib b Ka^cAyio HOSApio 
HJIH B BKwe rjiasHbix Kanejib 3 - 4 pasa b Aeab no 1 - 2 icanjie b KaxcAbiH rjias, 
cooTBCTCTBeHHO, B TCHeHHe 3-7 AHeii; 

jm npo4)HJiaKTHKH h/hjih JieneHHa TOKCHHecKHX cocTOHHHH, HH^eKUHH h/hjih 
BocnajieHHft b opraHax 3KenyAOHHo-KHineHHoro rpaicra npHMeHaicyr BHyipb pacraop c 
20 KOHueHTpaimefi ocHOBHoro AeficTByiomero BeiAecTBa 0,01 - 0,4%, a pasoBoft Aose 40 - 
60 Mr 1 - 3 pasa b AeHb nepes 2 naca nocne eAW b TewHHe 3 - 15 AHeii; 

AJia npo4)HJiaKTHKH BosHHKHOBeHHa sjioKaHecTBeHHbK onyxojieii npHMCHaiOT 
BHjnrpb pacTBop c Kom^empaiJiHeH ochobhoh) AeifCTByiomero BemecTBa 0,01 - 0,4%, b 
pasoBOH Aose 40 - 60 Mr 1 pas b Aenb nepes 2 naca nocjie caw b reneHHe 30 ahch; icypc 
25 npo4)H;iaKTHHecKoro npHewia noBTopnioT 2-3 pasa b foa; 

AJM npo4)HJiaKTHicH h/hjih JieneHHH HH^eicuHH h/hjih BocnajieHHH b ^ejiyAKe h 
KHmeTOHKe npHMenaiOT TaSjiericH c coAepacaHHeM ocHOBHOro AeHcxByiomero BemecTsa 
1 - 5%, B pasoBOH AOse 40 - 60 Mr ocHOBHoro BeiACCTBa 2 - 3 pasa b AeHb nepes 2 naca 
nocjie CAM b TeneHHe 3-15 ahch: 
30 Aiw npo(|}HJiaKTHKH BOSHHKHOBeHHH sjiOKaHecTBeHHbix onyxojiefi npHMenaiOT 
BHyrpb TaSjieTKH c coAepsKaHneM ochobhoh) AeScTByioiHero BemecTBa 1 - 5%, b pasoBOH 
Aose 40 -60 Mr ochobhoto BemecTBa 1 pas b AeHb nepes 2 naca nocjie caw b TCHeHHe 30 
ahch; Kypc npo^HJiaiCTHHecKoro npncMa noBropnioT 2-3 pasa b foa; 

AJw npo(i>HJiaicTHKH H/mm^^jieHeHH^ HH^jeio^HH h/hjih BOcnaneHHH b potoboh 



wo 02/03910 PCT/RUOl/00276 

6 

nojiocTH h/hjih HHineBo^i^e npHMeiMOT 6ojik)cw, npejoiHasHaHeHHue ;uia Me^yieHHoro • 
paccacbiBaHHH b potoboh nojiocro, c KOHueHTpauHCH ocHOBHoro fleficTByiomero 
Beu^ecTBa 0,2 - 1,0%, b pasoBoii fl03e 6 - 30 mt ochobhofo Beii^ecTBa; 

fljw npo4)HJiaKTHKH h/hjih jieneHHa HH^eioiiHH h/hjih BOcnajieaHH ko»ch h 
5 onHSHCTbix ixpHMeHJnoT MasH c KOHi^eHTpaiflieii ochobhoix) aeHCTByioiqero BemecTBa 0,2 
-1,0%; 

jsflsi npo(i)HJiaicTHKH h/hjih jieneHHH HH(JeKUHii h/hjih BocnajieHHH b npHMoS KHinKe 
h/hjih b i^epBHKajibHOM Kaaajie npHMeamoT (^nno3HTopHH c KOHqeHTpauHCii ocaoBHoro 
flCHCTByiomero BemecTBa 0,2 - 1,0%, b pasoBofi ^ose 2 - 10 mt ocHOBHoro Bemecraa 5-6 
10 pa3 B ACHb nyrcM BBeACHHH cynnosHTOpHa b npaMyio KHuiicy h/hjih HHrpaBarHHajibHo 

COOTBerCTBeHHO. 

CymHOCTb HSoSpereHHa saKJUOHaerc^ b cjiej^yiomcM. SaaBjineMbm npenapaT 
C0flep5KHT B KanecTBe ocaoBHoro AeHCTByiomero BemecTsa JiaKTo4)eppHH nejioBeKa, 

HSBeCTHblH CBOHM aHTH6aKTepHajIbHbIM, aHTHOKCHAaHTHbIM, AW)KCHqHpyK)mHM, 
15 npOTHBOBOCnaJIHTeJIbHbIM H HMMynOMOAyjIHpyiOmHM flefiCTBHeM. JlaKTO^eppHH 

HeJiOBeKa mokct Sbirb BujxfijitH m ^ccHCKoro MOJioKa h ^yroro SHOJiorHHecKoro 
MaxepHana HejioBCKa, a TaioKe nojiyneH reHHO-HHHceHepHbiM hjih TpancreKHbiM 
cnoco6aMH. OcnoBHbiM cymecTBeHHWM otjikhhcm samjiaeMoro npenapara or Bcex 
paHce H3BecTHbix JieKapcTBeHHbix cpCACTB, coflepacamHx jiaicro4)eppHH, asjiHeroi to, hto 

20 OH npeflcraBjiaer co6oh KOH^eI^paT b 4)opMe nopomica, coBMecTHMbifi c jiK)6biMH 
$apMa^eBTHHecKH npHroflHbiMH hochtcjwmh. BbicoKa^ crenenb ohhctkh Jiaicro^eppHHa, 
BXOAamero b cocTas npenapara, a xaioKe orrrHMajibHO onpeflCJieHHoe cooroomeHHe ' 
aicraBHoro semecTBa h 4>apMa^eBTHHecKH npHCMjicMbix Ao6aBOK oGecnenHBaer 
HaAeacHocTb h SesonacHocrb era npHMeneHHa b JieHe6H0M npouecce. SamjiaeMbie 

25 npeflenw KOHuempauHH jiaicro4)eppHHa b npenapare hosbojihiot coxpaHHXb 

JiaKTO4)eppHH B HaTHBHOM COCTOKHHH, T.e. B COCTOOTHH MaKCHMaJIbHOH 
4)H3HOJIOrHHeCKOH aKTHBHOCTH. IIpenapaT HBJWeTCH HCXOAHbIM npOAyKTOM AJIH 

npHTOTOBjieHHa nepeHHCjieHHbix Bbime JieKapcTBenHbix cpeAcrB. KojiHHec?rBo 
jiaicro4)eppHHa b pasjiHHHbix 4'apMa^eBTHHecKH npHroAHbix HocHxejiax crporo 
30 AerepMHHHpOBaHo b Ka^gw jieKapcrseHHOH 4)opMe b saBHCHMOCTH or hcoSxcahmocth 
coxpaaeHHH rjiHKonporeHAa b (J^HSHOjioraHecKH aicTHBHOH .4)opMe, a raicace or . 
^eJIecoo6pa3HOCTH BseAeHHa b jieKapcTBCHHyK) (|)OpMy onpcAeJieHHbix KOJDwecTB aroro 

4)H3HOJIOrHHeCKH aKTHBHOrO BemeCTBa. H3 3KCnepHMeHTOJIbHbIX H KJIHHHHeCKHX AaHHblX 

HSBecTHO, HTO HMeioTCJi npeflCJibHtie fl03bi jiaKro4>eppHHa nenoBeKa (KaK pasoBwe, tok h 
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Kypcx)Bi>ie), HVDKJd KOTOpux iipenapaTki Ha ero ocHose He 34>4>eKTaBHbi, a Bbnne - Moiyr 
BbisbmaTb cepbesHue no6oHHbie peaxuHH. OnrHMajibHbie AOSbi BBeAeHHH JiaKTo4>eppiiHa 

onpeflejieHH b saHBjiscMOM cnocoGe npHMeneHHH. SaHBJienbi Taicsce icypcoBbie ppsu 

jieKapcTBeHHbix cpeACTB^ HsroTOBjieHHbxx Ha ocHOBe npenapara, coAep»camero 
5 jiaKTO^ieppHH MejioseKa, KOTopbie i^enecoo6pa3HO npHMeHOTb upH . pasjiHHHbix 

naTOJiomHecKHX cocto>ihh^. B 3aBHCHM0CTii or sa6ojieBaHiiH h cnoco6a BBeAeHHH ohh 

BapbupyiOT, HO B TO 3Ke BpeMfl hmciot onpeAejxeHHbie npeAejibi. 

npoMunuieHHafl npHMeHHMocTb 

SaHBjMeMbiH npenapax, a Taoce JieKapcraeKHbie cpeflCTBa, HsroTOBjienHbie aa ero 
10 ocHOBe, npomjiH KjinHHHecKHe HcnbrraHna, O bhcokoh JieHe6H0H 34)$eKTHBHOCTH 
npenapaxa CBHAerejibCTByioT cjieAyiomHe KjiHHHHecKHe npHMepH ero npHMeaeHMH. 
1 . BHyrpHBeHHoe BBeAemie. 

EojibHOH K. T^anios: paK ^ejQ^AKa, cocroHHHe nocjie c3^0TaJibH0H peseKi^HH 
HcejiyAKa, BHyrpHnojiocTHoro BBeAeHHH S-4^pypdUHna b MHKpoc4)epax. 

15 ConyrcTByiomHe 3a6ojieBaHHH: ^ejineKaMeHHax 6ojie3Hb, aHespiisMa aoprbi. B 
nocjieonepaiJ[HOHHOM nepHOA^ y 6ojibHon) pasBHjicx TOKCHHecicHH renarirr. Ilocjie 3- 
KpaTHoro BHyipHBeHHoro BseAeHHa npenapara (pasoBan Aosa 50 mt, Kypcoeaff 150 Mr) 
BbiHBjieHo: cHH»ceHHe ypoBHfl oGiAero h npHMoro 6HJiHpy6HHa b cuBopOTKe KpoBn 
108/86 MKMOJib/ji — > 8,55/4,1 MKNiojib/ji. ToKCHHecKHfi renaTHT KynHpoBan. 

20 EojibHojl n. ^arH03: nepBHHHO-MHO^ecTBeHHbiii CHHxpoHHbui pax; ueHipajibHbiH 
paK h/aojih jieBoro Jiencoro T2NxM0, paK cpeAHefi Tpera OHmeBOAa T2NxM0. 
. npenapar bboahjih BHyrpHseHHO nepeA KypcoM JiyHeBoro jie^eHKH. Ilocjie 3-KpaTHora 
BBeAeHHH (pasoBan Aoaa 50 mt, KypcoBaH 150 Mr) cye^eicTHBHO OTMenaJiocb yMenbineHHe 
npOOTjieHHH paKOBoro TOKCHKOsa, yMenbineHHe cjia6ocTH, noHBJieHHe annerirra. 

- 25 IIocjieAyiomee jiyneBoe jieneHHe (no cxeMe AHHaMHHecKoro 4)paK^HOHHpoBaHHH jspsbi ao 
C0^( 32 Tp) 6e3 jiyneBbDC peaiqHH. 

BojibHOH JI. ^Haraos; paK tojictoh khuikh IE craAHH, CocroHHHe nocjie 
XHpyprHHecKoro jieneaHH. B nocjieonepauHOHHOM nepHOAe KajiOBbiii neptrroHHX, cencHC, 
nojmopraHHaH HeAOcraTOHHOCTb. . BojibaoMy npoBOAHjiacb . aHTH6aKTepHajibHaH h 

30 npoTHBOBOcnajiHTejibHaH xepaiiHH 6e3 nojiOHCHrejibHoii AHHaMHKH. ^onojinemie 
TpaAHi^HOHHofi TepanHH BHyrpHBeHHbiM BBeAenueM npenapara (pasoBaa AOsa 50 mt, 
KypcoBBH A03a 150 Mr) h npoMbiBaaHe 6pK)mHoii nojiocra npenapaTOM conpoBO^icAajiocb 
nojio}KnrrejibHOH AHHaMHKOH, HOpMajiHsauHeii 6H0XHMHHecKHX h MOp4)OjiorHHecKHX 
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noKaaaxejieH KposH. rHOHHo-ceirrHHecKHe npoi^eccw KynHposaHbi b pesyjibxare 
jieneHMH. 

2. BHyxpHnojiocTHoe BBCfleHHe npenapara. 

BojibHOH fl. fl^araos: paK JierKoro HI CTaflHH, cocroHHHe nocjie XHpyprHHecKoro 
5 'jieneHHa. B nocjieonepamioHHOM nepHOfle SMnneMa luiespw, cBHm. 
MHKpo6HOjiorHHecKHH aHajiHs ^CHAKOCTH H3 luicBpajibHOH nojiocTH: Pseudomonas 
aeroginosa. Staphylococcus epidermis. Hpenapar bboahjih BHyipHnjieBpanbHO b TeneHHe 
40 flHeS Hepes ACHb b pasoBOH A03e 25 Mr. OrMeneHo HCHesHOBeHHe naxoreHHOH 4)jiopM 
B xcmpcocTH H3 luieBpajibHOH nojiocTH Ha 40 ACHb Ha6jnojqeHHH. 
10 BojibHOH X. ^arnoa: pan MOHeBoro nysbipa n craflHH T2N0M0: CocroflHHe 
nocjie pe3eKU[HH MoneBoro nysbipa, jiyneBofi repanHH. Ocrpbm imejiOHetJpHT, mcmr, 
BHyrpHnysbipHoe BBe^eHHe npenapaxa b pa30B0H A03e 25 mt eHceAHCBHO b TeneHHe 10 
AHeii npHBejio K^KynHpOBaHHio HBjieHHfi nHejiOHe4)pHTa, i^Hcrwra. 

3. Ma3b, coAepjKamaH npenapar. 

15 BojibHm K. ^araos: paK npaBofi mojiohhoh ^ejiesw 116 cra^iHH, TINIMO. 
CocTOHHHe nocjie KOM6HHHpoBaHHoro jieHCHiw: xHpyprHMecKoe h jiyncBaa xepaniM b 
1998 r. B 1999 rofly AHarHocTHpoBaHO MeracrraTHMecKoe nopa^eHwe kocthoh TKann, 
KOCTHoro M03ra. Coctohhhc b npouecce npoBeACHna 4 iQ^pca HXT: HaBejib6HH, 5- 
^pypauHji. Ha $OHe npoBOAHMog xHMHorepanHH y 6ojibHOH pasBHJiCH ^sie6m c 

20 6ojieBbiM cHHApoMOM Ha jieBOH pyKe. *B TeneHHe 5 flHeii 6ojibHOH npoBOflHjm 
aniuiHKauHH c TpoKceBasHHOBofi MasbK). OflHaKO coxpaHaiiCH 6ojieBOH chhapom c 
ranepcMHefi komch no xofly BCHbi. Ha 6-ofi ACHb HaaHaHena Masb^ coACp^amaa npenapar. 
rnnepeMHa no xofly BeHbi HCHesjm, BojieBoK chhapom KynnpOBan. 

BojibHaa P. fl>iarH03: paK K^jorm meiiKH MaricH m craAHH. T3N4MO. 
25 B npoi^ecce npoBeAeniia XHMHOJiyHeBoro jienenHH: S-^yropypauHJi, njiaxHAHaM, 
AHcraHuoHOHHaa h BHyrpHnojiocTHaH jiyncBa^ Tepanna, y CojibHoii pasBHJica 

BWpaHCeHHblH CJIHBHOii SnHTeJIHHT Ha CJIH3HCT0H KyjIbTH IHeHKH MaXKH. IIpH 

npHMCHeKHH MasH, coflepacameH npenapaT ajw o6pa6oTKH Kyjibra mefiicH MaricH, 
OTMeieHo yMCHbuieHHe npoOTjienHH anHTejmHra. CneuH4)HHecKoe jieneHHe 6buio 
30 npoBefleno 6e3 nepepbiBa h saBepmeHo b hojihom o6i>eMe. IIo OKOHnaKHH jienenHH Ha 

CJIH3HCT0H KyJIbTH ineHKH MaTKH OCTaTOMHbie ^BJieHHH cjia6o Bbipa^KCHHOrO anHTejIHHTa. 

4. \3CejiaTHH0Bbie 6ojiK)Cbi, coflepxcaiAwe npenapar. 

BojEbHan B. ^arHOs: ^HMij^ocapKOMa nepH4)epMHecKHx jiHM^oysjioe n craAHH. 
Upu npOBeAeHHH Kypca HXT: 3iwoKcaH, .BHHKpHCTHH, sTonosmfl, y 6ojibH0H OTMeneHO 
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BOSHHKHOseHHe He6ojibmoro ynacTKa HeKpoinHecKoro snmtnmm m cjih3hctoh 
nojiocTH pra. IIpH npHMCHeHHH xcejiarHHOBbix 6ojnocoB, coAepsicaiaHx npenapar, 
OHHU^eHHe KSbssBJieHHoro ynacTKa na 2 pfiHb, Hanano BtwrtnmBJjfm nepes 3 ahh. 
BojibHOH n. ^araos: paK cjiHSHcrofi nojiocra pra IV craAHH. 

S npH npOBeAemiH l-oii nojiOBHHBi xKMHOjiyneBoro jieneuHH: S-^ncopypauun, 
UHCiuiarHH, jiyneBan TepanHH COJl, 22 Fp, y 6ojibHoro passHJiCH cjihbhoK Bumemm 
CJIH3HCTOH nojrocTH pTE, HTO noTpcSoBajio npCKpamcHHa cneitH4)HHecKon) jieneHHa h 
npoBeAeHHH CHMnroMaTUHecKofi TepanHH. IIpH npHMeHeHHH scejiarHHOBbix 6ojuocob, 
coAep^amHx npenapax, KynHpoBaHHe cjiHBHoro dnirrejiHHTa Ha 7 ACHb. JlyneBan 

10 TepanHH npOAOJCKena h daBepmena b sanjiaHHpoBaHHOM o&bCMe. IIpH npoBCAenHH 2-oh 
nojiOBHHbi xHMHOJiyHeBoro jieneHHH HcejiaTHHOBwe Sojiiocbi, coAep^iAwe npenapar, 
npHMCHHJiH npO(J)HJiaKTHHecKH c Hanajia npoBeAeHMH cneuH<J)HHecKoro jienenHa, 
HecMorpH aa 'MMeioiAHecH k MOMeHry Hanania jienenHH npHsnaicH ocrpoBKOBoro 
anHxejiHHTa na cjihshctoh nojiocTH pra, jienenHe npOBeAeao Ses nepepbiBOB b 

15 saiuiaHHpoBaHHOM oGbCMe. IIo OKOHHaHHH jieneHHH: nmepeMHa cjihshctoh nojiocTH pra. 

5. IlepopajibHbiH npneM pacrsopa, coAepxcamero npenapax. 

EojibHas 3. ^arH03: pax ineHKH MaTKH. DI craAHH TsNxMq. IIpH npoBeAenHH 
coHeraHHoro jnyneBoro (AHCTaH^HOHHo^o h BHyrpHnojiociHoro) jienenHH y 6ojibHOH 
pasBHjxHCb ABjieHHH dHTepoKOjnrra. IlepopaiibHbm npHCM pacTBopa, coAepsKamero 

. 20 npenapar, b pasoBOii Aose SO mt (no jiaicro4)eppHHy) b TeneHHC 7 AHeii cnocoScTBOBan 
KynnpoBaHHK) 3irrepOKOJiHTa. JlynesaH Tq)anHH 6e3 nepepuBa b hojihom oGbeMe. 

EojibHan K. Jlfiaxnos: paK KejiyAKa IV craAHH T4M1M0, cocroxHHe nocjie 
XHpyprHHecKoro jienenwi, Ilpn npoBeAeuHH 1-3 nojiOBHHbi AHcraniuiOHHOH jiyneBoii 
TepanHH ao CO^ 30 Fp y 6ojibHOH OTMeneHbi HsjieHHs AHcnencHH, TOiuHOTbi, 6ojih b 

25 o6jiacTH 3nHracTpHfl. nepopajibHbiH npncM pacTBopa, coAep»caiAero npenapar, b pasoBoii 
A03e 50 MT B TeneHHe 7 ahch KynnpoBaji AMcnencrao, yMeHbuiHJi 6ojieBOH chhapom. 
JlyneBan repanHH 6e3 nepepwBOB aaBepmcHa b nonnoM oeteMe. IIpH npoBeAenHH 2-oh 
nojiOBHHbi AHCTaauHOHHOH jiyneBOH xepanHH ao COfl 50 Fp pacTBop, coAep^amHH 
npenapar, npHMCKHjiH npO(|)HJiaKTHHecKH b pasoBoii A03e 50 Mr b TeneHHe ,5 AHeii. 

. 30 Cnei^H4)HMecKoe jieneHHe 6e3 peaionHH. 

6. PeKtajibHwe qynnosHTopHH, coAep^aiAHc npenapar. 

SojibHaH £. ^arH03: paK meiiKH Mancn III craAHH. IIpH npoBeACHHH coHeraHHOH 
(AHcranqHOHHOH h BHyrpHnojiocrHOH) JiyneBOH repannn y 6ojibHOH OTMeneHbi ABAeHHH 
pe^cTHTa. npHMeaeHHe peKraizbHbix cyiinosHTopHeB, coAep^aiAHx npenapar, npHBejio k 
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KynHpoBaHHK) peKrara na 3 Aenb. JlynesaH repanm nposeAeHa 6e3 nepepbiBa b nojmoM 
o&beMe. 

7. TjiasHbie h HHTpanasajibHue KaiuiH, coAep^EcaiiUHe npenapar. 
EojibKan i[. ^HarHOs: KeparoKOHbioKTHBiir: rsoKecvh bqk, cjieaoreHeHHe^ 
S CBero6oa3Hb, ninepeMHH h paspbixjieHHOCTb cjnoHcnroH o6ojiohkh. npHMeneHHe 
rjia3Hbix Kanenb, coAepxcaij^HX npenapax, npHseno k KynHpOBaHmo KOHbioKniBirra aa 2- 

BojibHaa C. JSfiarHOs: AByxcropOHHee ocrpoe BOcnajieHHC npHAaTOHHbix nasyx 
Hoca. ]Kajio6bi Ha nyBCTBo AaBJieHHH b oGjiacTH nasyx Hoca, rojiOBHaa 6ojib, cjia6oe 
10 cjiHSHCTorHoiiHoe OTAejieHne h3 nasyx HOca. HHrpaHasanbHoe npHMeneHHe pacTBopa, 
coAep:«camero npenapax, cnoco6CTBOBano yBejimeHHio raoHHoro oxAejweMoro h 
OMHmeHHK) nasyx HOca Ha 7-h pfiuh, 

TaKHM o6pa30M, saaBJweMaa rpynna H3o6peTeHHH cooTBercTByer Tpe6oBaHHK) 
cAHHCTBa HsoGpereHHH, nocKOJibKy rpynna pa3HOo6'beKTHbix HSoGpereHHH o6pa3yer 
15 eflHHbiH H3o6peTaTejibCKHH saMbiceji, npHHCM oahh hs saHBjineMbix o&beicroB rpynnbi - 

aHTHGaKXepHajIbHblH, aHTHOKCHAaHTHbrn^ AerOKCHLtHpyiOUIHH, HMMyHOMOAyJIMpyiOIAHii 

H aHTHKaHi^eporeHHbiH npenapax, coAepxcaiAHH jiaicro4>eppHH nejiOBeKa b KanecxBe 
ocHOBHoro A^HCXByiouiero BeiAecxBa h 4)^P^<^^BXHHeciai npneMjieMbie Ao6aBKH, 
npeAHasHaHeHHHH ajih HsnyroBjieHHH jieKapcxBenHbix cpCACXB, h/hjih jieKapcxBenHbie 

20 q)eACXBa, coAepxcau^ie npenapax h 4'apMaiJ[eBXHMecKH npHeMjieMbie HOCHxenn, 
npeAHasHaneH am ocsoAecxBJieHHa Apyroro saaBJweMoro o&beKra rpynnbi - cnoco6a 
npo^HJiaKXHKH h/hjih jienemifl saGojiesaHHii c HcnojibsoBaHHeM npen^axa, 
coAep^u^ero jiaKxo4)eppHH nejiOBCKa b KanecxBe ocHOBHoro A^HCXByiouiero Beu^ecxsa, 
li/mn jieKapcxBeHHbix ^opM, KsroxoBjieHHbix na ocHOBe npenapaxa, b KanecxBe 

25 anxHGaicrepHajibHbix, h/hjih airmoKCHAaHXHbix, h/hjih npoxHBOBOcnaJiHxejibHbix, h/hjih 
. ACTOKCHUHpyiouj^Hx, h/hjih HMMyHOMOAyJiHpyiomHx:, h/hjih • BHXHKaHueporeHHbix 

CpCACXB. 

SaflBjiHeMaH rpynna H3o6pexeHHH cooxBcnrcxByex xpe6oBaHH^M 
naxcHxocnocoGHOCXH rio KpHxepHHM noBHSHbi, HsoSpexaxejibCKoro ypoBHa h 
?0 npoMbmijieHHOH npHMeHHMOCTH. SaaBjwcMaH rpynna H3o6pexeHHH oGjiaAaer pHAOM 
npeHMymecxB no cpasHeaHK) c HcnojibsyeMbiMH b nacxo^iiAee BpeMH npenapaxaMH na 
ocHOBe jiaKxo4)eppHHa h cnoco6aMH hx KjiHHHHecKoro npHMeHeHHH. . 
A HMeHHo: 

npenapax SkocoBMecxHM c opraHHSMOM nejiOBeKa h TOpaneKrHHeckn 



wo 02/03910 PCT/RUOl/00276 

11 

BbICX)K034}(^eKTHBeH, 

npenapaT coBMecTHM c jnoSbiMH ^opMBJifihrmecm npHroAHbiMH HOCHrejiHMH: 
pacTBopHrejiHMH, mhshmh, 3Kejieo6pa3yiomHMH Beii]tecTBaMH; 

npenapaT npHrbAen pflsi KsroroBjiemiH jieKapcTBeHHbix cpeACTS, npeAHasHaneHHbix 
5 J^[fl jie^eHHA 3a6ojieBaHHiipa3Jiic4HoiijiOKajiH3aiviH; 

Ha ocHOBe npenapaxa MOiyr 6brrb HsroxoBjieHbi jieKapCTBCHHbie cpeAcrsa jik>6oh 
Tpe6y&Moii KOHuieHTpaimH; 

npenapaT yAo6eH b xpaneKHH h ipaHcnopTHpoBKe; 

jieicapCTBeHHbie cpcACTBa, KisroroBJienHbie aa ocnoBe npenapaTa, Moryr 6biTb 
10 BBeAeHbi B opraHHSM npaicrHHecKH ;iK)6biM h3 HSBecTHbix cnoco6oB:- nepopajibHO, 
BHyrpHBeHHO, BHyrpHnoJiocTHO, BHyrpHnysbipHO, b bhac rnasHbix xanejib, MHrajiHUHH, 
MaaeiiHAp.; 

HcnojibsoBaHHe b KjiHHHHecKOH npaKTHKe jieKapcTBeHHbix cpeACXB, HsroroBjieHHbix 
Ha ocHOBe npenapaTa, nosBOJMCT ocymecTBjwTb KaK jioKajibHoe BOSAeficTBMe, xaK h aa 
15 opraHHSM b i^bjiom; 

jieKapCTBeHHbie cpeACTBa aa ocaoBe npenapaxa, coflepacamero ndKvo^eppm 
nejiOBCKa, MOiyr 6brrb asrOTOBjieabi b ycjiosajDC jnoGoii kjihhhkh hjih anreicH; 

npenapaT Aocrynea no i^eae, ero npaMeaeHHe b jieHe6aoH npamiKe 
3K0H0MHHeCKH onpaBAaHO. 
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C&OPMVJIA H30BPETEHIM 

1. AHTH6aKTepHajIbHbIH, aHTHOKCHflaHTHblH, j^eroKCHi^HpyiomHH, 
HMNfjnttOMOAyJiHpyiomHH h aHTHKaH^epo^eHHI>IH npenapar, coAepacamHH 
jiaKTo4)eppHH HejioBeKa b KanecTBe ochobhoto fleflcTByiomero nemecTBa h 

5 i^dpuarnvrmecKH npmwimbio Ao6aBKH, omnuHoiomuucM tcm, ^m> npenapar 
coAep^cHTyKasaHHbie KOMnoHekTbi b cne^yiomHX cooTHomeHHflx, Mac. %: 
Jlaicnx^eppHH nejioseKa 10,0 - 90,0 

4>apMai^eBTHHecKH npneMJieMbie Ao6aBKH OcnuibHoe 

2. JleKapcTBeHHoe cpeAcrso no al, omnuHmomeecH xeM, hto oho BbinojiHeno b 
4)opMe pacTBopa am BHyrpenHero BBeAeHHH c KOHuempaipieH ochobhofo 
AeifCTByioiAero seiqecTBa 0,01 - 0,025%. 

10 3. JleKapcTBeHHoe cpeACTBo no al, onrnuHOiomeecn tcm, hto oho BbinojiHeno b 
4)opMe pacTBopa pflsi Bi^rpHnojiocTHoro hjiu BnyrpHnysbipHoro BBeAeniui c 
KOHi^eHTpaipieii ochobhoix) AeficTByiowero BemecTBa 0,05 - 0,3%. 

4. JleKapcTBeHHoe cpeACXBO no n.l, onvmHawmeecu tcm, hto oho BunojiHeno b 
(|)opMe pacTBOpa jxjik nepopajibHoro BBCAeKHH c KOHucHTpauiHeH ochobhofo 

15 AcBcTByiomero BemecTBa 0,01 - 0,4%. 

5. JleKapCTBCHHoe cpeAcrso no n.l, onuiUHaiomeecn tcm, hto oho BbinojiHCHo b 
4)opMe pacTBopa aji^ o6pa6oTKH pancBbix noBepxHocrefl c Koni^empaiuieH 
ocHOBHoro AeHCTByiomero BeiACCTBa 0,1 - 0,3%. 

6. JleKapcTseHHoe cpcACTBO no n.l, omnuHawmeeai tcm, hto oho BbinojiHCHO b 
20 4)opMe pacTBopa ajw HHrpaHaaajibHoro npHMeneHHa hjih b 4)opMe niasHbix icanejib 

c KOH^eH^pa^HeH ocHOBHoro AeScTByiomero BemecTBa 0,075 - 0,3%, 

7. JleKapcTBeHHoe. cpeACTBO no n.l, omnuHawmeem TeM, hto oho Bbinojineno b 
4)opMe MasH c KOHi<eHTpai(HeH ochobhoto AeKcTByiomero BemecTsa 0,2 - 1,0%. 

8. JleKapCTBCHHoe cpeAcrBO no n.l, ontnuHommeeai TeM, hto oho Bunojineno b 
25 $^pMe 60JUOCOB AJW nepopaxibHoro npHMeneHna c KOHi^eHTpaimeii ochobhoto 

AeHCTBywmero Bemecrsa 0,2 - 1,0%. 
^ 9. JleKapcTBCHHoe cpeACTBO no n.l, omnuKaio^eeai tcm, hto oho Bbmojineno b 

<|)opMe cynnosHTOpHeB Ana .peKrajibHoro hjih HHTpaBaniHajibttOTO npHMencHHa c 

KOHuempaimeii ochobhoto AeHCTByromeTO BeiAecraa 0,2 - 1,0%. 
30 10. JleKapcTBeHHoe cpeACTBO no n.l, omnuHaw^eecM tcm, hto oho BbinojiHeHO b 

4)opMe TaSjieTKH c coAep^aHHeM ochobhoto AcficrByromero BemecTBa 1 - 5 %. 
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11. Cnoco6 npo4)HJiaKTHKH u nwesHm saSojieBaHHH npH noMomn $q)MaueBTHHecKOH 
KOMno3HUHH, coAep»c^u^eH jtaKTO^eppHH, omnuHOiouiu&CB tom, hto ajih 
npo4)HjiaKTHKH H/ariH jitHeawi saSojieBamiii h/hjih roKCHHecKHX cocroAHHii 
HcnojihsyiOT npenapax no n. 1 . 
5 12. Cnoco6 no n. 1 1, om/mHOiomu&ca tcm, hto ahh npo4)HJiaicrHKH h/hjih jienenHH 

T0KCHK030B paSJIHHHOS STHOJIOPHH, HH4)eKUHH, BOCnaJieHHH npHMCRffiOT. 

a»yrpHBeHHoe sBeAeHHe pacTBopa c KOHueHTpauHeH ochobhoix) AencTByioii^ero 
eemecTBa 0,01 - 0,025%, b pasoaoii Aoae 40 - 60 mf, 1 - 2 pasa b ACHb b TeneHHe 3 - 
10 AHeii. 

10 13. Cnoco6 no n. 11, omJiuHOiouiUUCH tcm, hto ajih npo^HjiaicTHKH h/hjih jieneHHa 
HH4)eKi4HH, BOcnajieHHH B nojibK opraHax npHMCHHioT BHyrpMnojiocTHoe hjih 
BHyrpHnysbipHoe BBeAeHHe pacTBopa c K0H^eHTpa^HeH ocHOSHoro AencTByioiAero 
BeiAecTBa-vOjOS - 0,3% b KOJiHHecTBe 50 - 100 mji, b 3aBHCHM0CTH ot o6i>eMa 
nojiocTH, 1-3 pasa b ashb b TenenHe 5-30 ahch. 

15 14. Cnoco6 no n. 11, omJiuHOwmuuca tcm^ hto ajih OHHiAeHHs pan, rnoHHbix 
nojiocren h ycKopenHH rpanyjiHUHH npHMeaHiOT pacTBop c KOHi^empauHeH 
ocHOBHoro ACHCTByiomero BeiAecnrBa 0,1 - 0,3% 2-3 pasa b a^hb npH SKcnosHUHH 
1 - 4 H B TeneHHe 3 - IS AHen. 
15. Cnoco6 no n.ll, onrnuHOgomu&cH tcm, hto ahh npo4>HjiaKTHiCH h/hjih jieneHH^ 

20 pHHmOB H KOKblOHKTHBHTOB paSJIHHHOH STHOJIOniH npHMewnOT paCTBOp C 

. KOHi][eHTpauHeH ocHOBHoro AeHCTByioiAero BeiAecTBa 0,075 - 0,3%, b bhac Kanejib 
B HOC 5 - 6 pa3 B AeHb no 3 - 5 icanejib b Kmjsyio HOSApio hjih b bhao rjiasHbix 
Kanejib 3 -4 pasa^B A^Hb no 1 - 2 KaiuiH b Kaxw»iH rjiaa cooTBercTBeHHo b TeneHne 3 
- 7 AHeu. 

25 16. Cnoco6 no n.ll, onmumwuimucn tcm, hto ajih npo4)HJiaKTHKH h/hjih jienenHfl 
TOKCHHecKHx .cocTOHHHH,' h/hjih HH4)eKU[HH, h/hjih BOcnajiCHHii B opraHax 
^ejiyAOHHO-KHuieHHoro Tpaicra npHMennioT BHyipb pacTBop c KOHi^eHrpauHefi 
ocHOBHoro AeHCTsyioiAero BemecTBa 0,01 - 0,4%, b paaoBoii Aoae 40 - 60 mf 1 - 3 
pasa B ACHb nepes 2 h nocjie eAW b TenenHe 3-15 ahch. 

3b 17. Cnoco6 no n. 11, oimmajoWfUucn tcm, hto ajih npo^HJiaicTHKH h/hjih JieneHHH 
HH(^eKAHH, h/hjih BOcnaiieHHH b }KejiyAKe h KHinenKHKe npHMenflioT Ta6jieTKH c 
coAep>KaHHeM ochobhofo AeiicTByiou^ero Beu^ecTBa 1 - 5%, b pasoBoii nose 40 - 60 
MT ocHOBHoro AGHCTByioiAero Beii^ecTBa 1 - 5%, b pasoBoii Aose 40 - 60 mt 
ocHOBHoro aeiAecTBa 2-3 pa3a b Aenb Hq>e3 2 h nocjie eAbi b TenenHe 3-15 AHeii. 
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18. Cnoco6 no n.ll, onuiuHawu{uuai reM, hto jiflsi npo4)HJiaicrHKH BOSHHKHOBeHiifl 
3JiOKaHecTBeHH2>ix onyxojieH npHMeHoor BHyxpb pacTBop c KOHueHrpauHeii 
ocHOBHoro AeHCTByiomero semecTBa 0,01 - 04%, b pasoBOii Aose 40 - 60 Mr 1 pas b 
AeHb Hepes 2 h nocjie CAbi b TeneHHC 30 w&% Kjrpc npo4)HJiaKTHHecKoro npneMa 

S noBTop^OT 2-3 pa3a b foa. 

19. Cnoco6 no n.ll. omnuHotomuucH xeM, hto pflsi npo4)iuiaKTHKH BOSHHKHOBeHHH 
ajiOKaHecTBCKHbix onyxojiefi npHMCHHiOT Bnyrpt TadjiencH c coflep^aHHeM 
ocHOBHoro ACHCTByioiAero semecTBa 1 - 5%, a pasoBOH ^oae 40 - 60 mt ocHOBHoro 
BemecTBa 1 pas b ACHb nepes 2 m nocjie e^w b TeneHHe 30 Aneii; Kypc 

10 npo(|)HjiaKTHHecKoro npaeMa noBTopHioT 2-3 pasa b roA. 

20. Cnoco6 no n. 11, onmuHOJoinuucR TeM, hto am npo4)HjiaKTHKH h/hjih jiencHiM 
HH4>eKUHH h/kjih BocnajieHHH B poTOBOH nojiocTH h/idih nHZAeBOAe npHMeHHKrr 
6ojiK)Cbi^npeAHa3HaHeHHbie AJi^ MeAJieHHoro paccacbmaHHH b poTOBoii nojiocrti, c 
KOHi^eHTpauHeii ochobhoix) AeiicTByiomero BeiAecTBa 0,2 - 1,0%, b pasoBOH Aose 6 

15 - 30 MT OCHOBHOIX) BeiACCTBa. 

21. Cnoco6 no n.ll, omnuHaiomuuca tcm, hto nnsi npo4)HJiaicTHKH h/hjih noHenm 
iAH^eKm& h/hjih BOcnajieHHH koxch h cnnsHCTbix npHMeuHioT MasH c 
KOHueHTpauHeH ocHOBHoro AeilcTByiomero seiAecrBa 0,2 - 1,0%. 

20 
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HsoSpereHHC othochtc« k MewuHHe h KacaercH aHTH6aicTepHajibHoro, 
aHTHOKCwaHTHoro, jieroxcHUHpyiomero, HMMyHOMOflyjinpyiomero h 
aHTHKaHueporeHHoro npenapara. 

H3o6peTeHHe saKJUOMaercH b tom, hto npenapax coAcpxcHT HejiOBenecKHR 
jiaKTo4)eppHH B KanecTBe aicTHBHoro seinecTBa h 4japMaueBTHMecKM npHeMjiCMwe 
Ao6aBKM, npeAHasHaHCHHWH fljia ajroroBjieKHH jieicapcTBeHHbix cpcACTB, h/hjih 
jieKapcTBeHHbie cpeAcrsa, coAepxcaiAHe npenapar h (jjapMaucBTHHecKH npHeMJieMue 

HOCHTeJIM! paCTBOp flflSi BHyTpHBeHHOIX) BSeACHIW, paCTBOp AlW BHyrpHnOJlOCTHOrO HflH 

BHyrpHnyawpHoro BBeAeHHx, pacreop ajw nepopajibHoro BBeAeHHH, pacTBop Ana 
o5pa6oTKH paHCBbK noBepxHOcreii, pacTBop ajw HHrpaHasajibHoro npHMCHeHiw hjih b 
4)opMe rjiasHbDC Kanejib, Masb, 6oiiK>cbi a™ nepopajibHoro npHMCHCHra, cynnosHTopHH 
Aiw peicnuibHoro hjih HHrpaBaniHanbHoro npHMeneHHa, Ta6AeTKH. Cnoco6 
' npo<l)HjiaKTHKH h/hjih JieneHHa 3a6ojieBaHHii c HcnoAbsosaHHeM npenapara, 
coAep)Kamero jiaKTO4)eppHH HCJiOBexa. H3o6peTeHHe o6ecneHHBaeT cosAaHHe 
AOcrynHoro no ctohmocth npenaparra h jieKapcTBCHKbix cpcACTB Ha ero ocHOBe. 
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